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1. A pharmaceutical tablet composition for oral 
administration comprising: 

(a) a plurality of pellets, each pellet being about 300 
to 1500 microns in size and having a core of 
pseudoephedrine , or a pharmaceutically acceptable salt 
thereof, in an amount from about 3 0% to about 80% by 
weight of the core, in association with a binder in an 
amount from about 3 0% to about 50% by weight of the core, 
and a coating surrounding the core, wherein the coating 
comprises a water-soluble polymer and a water- insoluble 
polymer, the ratio of the water-soluble polymer to the 
water- insoluble polymer being effective to provide an 
extended release of pseudoephedrine ; and 

(b) a tablet mixture containing (i) a therapeutically 
effective amount of an active drug other than 
pseudoephedrine , including any pharmaceutically 
acceptable salt thereof, (ii) sodium bicarbonate in an 
amount from about 1% to about 15% by weight of the 
mixture, (iii) a powdered cellulose in an amount from 
about 10% to about 50% by weight of the mixture, (iv) 
optionally one or more inert ingredients, but not any 
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anionic or nonionic surfactants, and (v) optionally a 
therapeutically effective amount of pseudoephedrine , or a 
pharmaceutically acceptable salt thereof, wherein the 
tablet mixture provides an immediate release of the 
active drug and of any pseudoephedrine , said tablet 
mixture having dispersed therein said plurality of 
pellets . 

2. The tablet composition of claim 1, wherein the binder 
in the pellet core is microcrystalline cellulose or 
cornstarch. 

3. The tablet composition of claim 1, wherein the active 
drug is an antihistamine. 

4. The tablet composition of claim 3, wherein the 
antihistamine is selected from the group consisting of 
azatadine, loratadine, terfenadine, astemizole, 
chlorpheniramine, brompheniramine, acrivastine, 
hydroxyzine, pheniramine, diphenhydramine, mebhydroline, 
cyproheptadine, promethazine, dexchloropheniramine, 
cetirizine, triprolidine, and pharmaceutically acceptable 
salts thereof. 

5. The tablet composition of claim 1, wherein the 
water-soluble polymer is selected from the group 
consisting of polyvinylpyrrolidone, hydroxypropyl 
cellulose, hydroxypropyl methylcellulose, polyethylene 
glycol having a molecular weight of from 1700 to 20,000, 
and mixtures thereof . 

6. The tablet composition of claim 1, wherein the 
water- insoluble polymer is selected from the group 
consisting of ethylcellulose, cellulose acetate phthlate, 
hydroxypropyl methylcellulose phthalate, polyvinyl 
acetate phthalate, methacrylic acid copolymer, 
hydroxypropyl methylcellulose acetate succinate, shellac, 
cellulose acetate trimellitate, and mixtures thereof. 

7. The tablet composition of claim 1, wherein the polymer 
coating further comprises a plasticizer and a lubricant. 

8. A pharmaceutical tablet composition for oral 
administration comprising: 

(a) a plurality of pellets, each pellet being about 300 
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to 1500 microns in size and having a core of 
pseudoephedrine, or a pharmaceutically acceptable salt 
thereof, in an amount from about 30% to about 80% by 
weight of the core, in association with a binder in an 
amount from about 3 0% to about 50% by weight of the core, 
and a coating surrounding the core, wherein the coating 
comprises a water-soluble polymer and a water-insoluble 
polymer, the ratio of the water-soluble polymer to the 
water- insoluble polymer being effective to provide an 
extended release of pseudoephedrine ; 

(b) a tablet mixture containing (i) sodium bicarbonate in 
an amount from about 1% to about 15% by weight of the 
mixture, (ii) a powdered cellulose in an amount from 
about 10% to about 50% by weight of the mixture, and 
(iii) optionally one or more inert ingredients, but not 
any anionic or nonionic surfactants, said tablet mixture 
having dispersed therein said plurality of pellets; 

said pharmaceutial tablet composition further comprising 

(c) an outer coating applied to said tablet mixture, said 
outer coating comprising (i) a therapeutically effective 
amount of an active drug other than pseudoephedrine , 
including any pharmaceutically acceptable salt thereof, 
(ii) one or more inert ingredients, but not any anionic 
or nonionic surfactants and (iii) optionally a 
therapeutically effective amount of pseudoephedrine , or a 
pharmaceutically acceptable salt thereof, wherein the 
outer coating provides an immediate release of the active 
drug and of any pseudoephedrine . 

9. The tablet composition of claim 8, wherein the binder 
in the pellet core is microcrystalline cellulose or 
cornstarch. 

10. The tablet composition of claim 8, wherein the active 
drug is an antihistamine. 

11. The tablet composition of claim 10, wherein the 
antihistamine is selected from the group consisting of 
azatadine , loratadine , terf enadine , astemi zole , 
chlorpheniramine, brompheniramine and acrivastine, 
hydroxyzine , phenir amine , diphenhydramine , mebhydroline , 
cyproheptadine , promethazine , dexchloropheniramine , 
cetirizine, triprolidine, and pharmaceutically acceptable 
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salts thereof. 

12. The tablet composition of claim 8, wherein the 
water-soluble polymer is selected from the group 
consisting of polyvinylpyrrolidone, hydroxypropyl 
cellulose , hydroxypropyl methylcellulose , polyethylene 
glycol having a molecular weight of from 1700 to 20,000, 
and mixtures thereof . 

13. The tablet composition of claim 8, wherein the 
water- insoluble polymer is selected from the group 
consisting of ethylcellulose, cellulose acetate phthlate, 
hydroxypropyl methylcellulose phthalate, polyvinyl 
acetate phthalate, methacrylic acid copolymer, 
hydroxypropyl methylcellulose acetate succinate, shellac, 
cellulose acetate trimellitate, and mixtures thereof. 

14. The tablet composition of claim 8, wherein the 
polymer coating further comprises a plasticizer and a 
lubricant . 
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ART-UNIT: 165 

PRIMARY-EXAMINER: Kulkosky; Peter F. 
ABSTRACT: 

A pharmaceutical tablet composition for oral administration containing pseudoephedrine pellets admixed with a tablet mixture 
containing a second active drug substance, either alone or in combination with pseudoephedrine or a pharmaceutical^ 
acceptable salt thereof, is disclosed. The pellets provide an extended release of pseudoephedrine, whereas the tablet mixture 
provides an immediate release of the second active drug and any pseudoephedrine . 



14 Claims, 0 Drawing figures 



